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CLAIMS 



1. A crystalline, bydratedfbim of &e sodium sa^ 
:> bisphoq>Iioiiic acid, i^i^erein tfie ibnncoiitaim 6,4iq> to 22 wd^ % of sodiinn and 
15 apto23 weighl%of oystallinewateriftfieso^fi^ 

based on the whole moleade, or 43 up to 18 weight % of crystalline water if tbe 
sodium content is equal to or hi^er than 1 3 %, based on ^ anhydrous substance. 

13 2. The crystalline form according to claim lywtd^ is pent^ 

of 3-pyridyl-l-hydroxyeaiylidene-l,l-bisphospfaonic add, ivhcrdn said finm contains 20 
vq» to 23 ivdght % of water built in ttie crystal Itfdce and S .5 up to 7.5 % of sodium, based 
on die i^le molecule. 

IS 3. The crystalline finmaccordiiig to claim 2 wherein said finmconta^ 

water built in the crystal lattice and 6 j4 iqi to 6.7 % of sodium, based on the whole 
molecule. 

4. Thfe gsrya tallina form accmding to claims 2 or 3 wherein said fimn shows a powder X«iay 
2 0 difl&action pattern with interplanar distances d ^proximaie^ 16.3; 1 3.C^ 9.1 and 4.9 A. 



5. llie crystalline finm according to claims 2 or 3 wherein sdd form di^ 
spectrum with bands 1169; 1060; 1046 and B91 

::5 6. Theaystallinefinmaccordixigtodmms2or3&miiograv]iiie^ 
shows a plateau at temperature of about 173 

7. The crystalline fbrni according to claims 2 or 3 die 
shows signals 13.7 and 20.0 ppm. 

:»o 

B. Theciyslanineformaccordiiigtoclaim 1» whidiistrihydrateofUietr^ 

pyridyl*14iydroxyediytidene-l,l-bispho5phonic add, wherein sdd form contains 
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The tenn risedronate stands for bottLxisedrcmic acid aod its phaanaceuticaUy 
acceptable salts. 

ibe term risednniaSe sodium salt monohydjate refers to a crystalline form of 
monosodium 3-pyridyl*l.hydroxyetiiyUdene*U14iisphosphonate which contains from 5 to 
7.1 w.% of water and from 5.5 to 7.5% of sodium, based on ti» whole molecule. 

Thetmn risedronate sodium salt pcatahemihydrate stands for a ciystalline fimn of 
monosodium 3^yrid3A-l-hydrmyeaiyfidene-l»l-bispho5phQnate which contains fitmi 1 1.9 to 
13.9 w.% of water and from S.5 to 73% of sodium, based on ttie iwliole molecule. 

The term risednmale sodium salt pntahydrate stands for B Giys^^ 
monosodium 3-pyiidyM4Lydioxy^iylidenje-l,l-bispho^onate iK^iich contains from 20 to 
23 w.% of water and frmn 53 to 7.5% of sodium, based on the whole molecule. 

Ibe term risedronate disodium salt monohydrate stands for a crystalline form of 
disodium 3^yiidyl-l-lqfdroxyefh3iidae-l,l-bisphosphonate whidi contains from 4.5 to 6.5 
% of wat^and firom 13 to 15% of sodium based on Ae anhydrous salt 

The term risedronate tiisodium salt trihydrate stands for a crystalline fonn of 
tiisodium 3i9yridyl*l^ydrQxyedi:^deDo-l J-bisphosphonate wfaidi contains fiom 12 to 14 
% of wato^ and fimn 19 to 21% of sodium based on the anhydrous salt. 

If not qiecified oflierwise, all the pocatage data herein are given in wei^ pocents. 
Our invention concerns sodium 3-pyrid^l-hydn>3^ediyiidenc-],l-bi9hosphonate 
(sodium risedronate) In so-for-undoGumrated crystalline forms. More specifically* they are 
hydrates ^Miich contain 6.4 up to 22% of sodium and simultaneously 15 tqi to 23 % of 
crystalline watv if die sodium content b lower dian 73%, based on the whole molecule, or 
4.5 19 to 18%iftfi0 sodium content is equal to or hi^er than 13 wetgflit%, based on the 
anhydrous substance. 

2S An useful exetxqile of sudi a hydrate is a modification that is characterized by water 

cont^ 20 iq> to 23%, special^ with 22.8 w.% of water, and sodium conteDt 5.5 up to 73%, 
specially 6.4 17 to 6 .7 w.%. Hie sp edfied watw content is built in die crystal lattice and the 
mralioned crystalline modification is diennodynanucally stable. By drying with several 
diffoeot dryfaig regimes, the motioned ^ystalline modification was dried to die wat^ 
contem coireqionding to the pentahenuhydrate, the monohydrate and die atdtyditms fonn of 
sodhun 3-pyxidyl-l-hydroxyediylidene-I,14yisphosphonate. When the substance is lefi 
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StEmdiiig on the air, flw water couteiit atabilizca sy oulau epmly at flu original leveL Ttm« that 
it takes for the water content to stabilize depoods on relative humidity in lbs anvinmmem in 



AMENDED SHEET 



